DPH-05-018
Medical Use of Radioactive Material
July 2010

TITLE 17, California Code of Regulations
Division 1, Chapter 5, Subchapter 4.0, Group 1, Article 1.

(1) Amend Section 30100 to read as follows:
§ 30100. General Definitions.

As used in subchapter 4:

(a) "Act" means the "Radiation Control Law," Health and Safety Code, Division 104, Part
9, chapter 8, sections 114960 et seq.

(b) "Agreement State" means any state with which the United States Atomic Energy
Commission or Nuclear Regulatory Commission has entered into an effective agreement under
section 274b of the Atomic Energy Act of 1954, Title 42, United States Code, section 2021(b)
(formerly section 274(b)).

(c) "Decommission” means to remove safely from service and reduce residual
radioactivity to a level that permits release of the property for unrestricted use and termination of
the license.

(d) "Department” means the California Department of Public Health.

(e) "Depleted uranium" means the source material uranium in which the isotope
uranium-235 is less than 0.711 weight percent of the total uranium present. Depleted uranium
does not include special nuclear material.

(f "Hazardous radioactive material,"; as used in section 33000 of the California Vehicle
Code and 114820(d) of the Health and Safety Code, means any "highway route controlled
guantity” of radioactive material as such material is defined in title 49, Code of Federal
Regulations, section 173.403.

(9) "Human use" means the internal or external administration of radiation or radioactive
materials to human beings.

(h) "Installation™ means the location where one or more reportable sources of radiation
are possessed.

() "License," except where otherwise specified, means a license issued pursuant to
group 2, Licensing of Radioactive Material.

(kj) "Other official agency specifically designated by the Department” means an agency
with which the Department has entered into an agreement pursuant to section 114990 of the
Health and Safety Code.
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(k) "Person" means any individual, corporation, partnership, limited liability company,
firm, association, trust, estate, public or private institution, group, agency, political subdivision of
this State, any other state or political subdivision or agency thereof, and any legal successor,
representative, agent, or agency of the foregoing, other than the United States Nuclear
Regulatory Commission, the United States Department of Energy, or any successor thereto,
and other than Federal Government agencies licensed by the United States Nuclear Regulatory
Commission, under prime contract to the United States Department of Energy, or any successor
thereto.

(mal) "Personnel monitoring equipment” means devices designed to be worn or carried by
an individual for the purpose of measuring the dose received by that individual (e.g., film
badges, pocket chambers, pocket dosimeters, film rings, etc.).

(Am) "Possess” means to receive, possess, use, transfer or dispose of radioactive
material pursuant to this regulation.

(en) "Possessing a reportable source of radiation" means having physical possession of,
or otherwise having control of, a reportable source of radiation in the State of California.

(po) "Radiation” (ionizing radiation) means gamma rays and X-rays; alpha and beta
particles, high-speed electrons, neutrons, protons, and other nuclear particles; but not sound or
radio waves, or visible, infrared, or ultraviolet light.

(gp) "Radiation machine" means any device capable of producing radiation when the
associated control devices are operated, but excluding devices which produce radiation only by
the use of radioactive material.

(xg) "Radioactive material" means any material which emits radiation spontaneously.

(sr) "Registrant” means any person who is registering or who has registered with the
Department pursuant to group 1.5, Registration of Sources of Radiation.

(ts) "Reportable sources of radiation" means either of the following:

(1) Radiation machines, when installed in such manner as to be capable of producing
radiation.

(2) Radloactlve materlal contalned in deV|ces de&gﬂed—and—manu#aetuped—fer—the

hght—er—an—ren&ed—atrmsphere—possessed pursuant to a general Ilcense under prowsmns of
sections 30192.1 and 30192.6efgroup-2-of-this-subchapter{Licensing-of Radioactive-Materials).

(ut) "Research and development" means theoretical analysis, exploration,
experimentation or the extension of investigative findings and scientific or technical theories into
practical application for experimental or demonstration purposes, including the experimental
production and testing of models, prototype devices, materials and processes; but shall not
include human use.

(vu) "Sealed source” means any radioactive material that is permanently encapsulated in
such manner that the radioactive material will not be released under the most severe conditions
likely to be encountered by the source.

(wv) "Source of radiation" means a discrete or separate quantity of radioactive material or
a single radiation machine.

(%w) "Special nuclear material" means:

(1) Plutonium, uranium 233, uranium enriched in the isotope 233 or in the isotope 235,
and any other material which the Department declares by rule to be special nuclear material
after the United States Nuclear Regulatory Commission, or any successor thereto, has
determined the material to be such, but does not include source material; or

Page 2 of 9



DPH-05-018
Medical Use of Radioactive Material
July 2010

(2) Any material artificially enriched by any of the foregoing, but does not include source
material.

(¥x) "Specific license" means a license or the equivalent document issued to a named
person by the Department or by the Nuclear Regulatory Commission or by any other Agreement
State.

(2y) "This regulation" means: California Code of Regulations, Title 17, Division 1, Chapter
5, Subchapter 4.

(aaz) "User" means any person who is licensed to possess radioactive material or who
has registered as possessing a reportable source of radiation pursuant to groups 1.5 and 2 of
this subchapter, or who otherwise possesses a source of radiation which is subject to such
licensure or registration.

(abaa) "Worker" means any individual engaged in activities subject to this regulation title

17 Caliternia-Code-of Regulations,chapter 5-subehapter4-and controlled by a user, but does

not include the user.

Note: Authority cited: Sections 114975, 115000 and 131200, Health and Safety Code.
Reference: Sections 114965, 114970, 114985 and 115060, 131050, 131051 and 131052,
Health and Safety Code.
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GROUP 2. LICENSING OF RADIOACTIVE MATERIALS
Article 4. Licenses

(2) Amend Section 30195 to read as follows:

8 30195. Special Requirements for Issuance of Specific Licenses.

In addition to the requirements set forth in Section 30194, specific licenses for certain
specialized uses will be issued only if the following conditions are met:

(a) For human use of radioactive material limited to medical purposes, the applicant
submits documentation demonstrating that they are capable of complying with the requlations
governing the medical use of radioactive material in title 10, Code of Federal Requlations, Part
35 (10 CFR 35) (January 1, 2008), which is hereby incorporated by reference with the
exceptions listed at subsections (a)(1) through (a)(15) below, and upon issuance of a license
maintains compliance with said requlations:

(1) Title 10, Code of Federal Reqgulations, sections 35.1, 35.5, 35.7, 35.8, 35.10,
35.11(c), 35.12, 35.13, 35.14, 35.15, 35.18, 35.19, 35.26, 35.65, 35.4001, and 35.4002 are not
incorporated by reference.
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(2) Any references to the United States Nuclear Regulatory Commission (NRC) or any
component thereof shall be deemed to be a reference to the “Department” as defined in
section 30100 of this regulation.

(3) Any reference to 10 CFR 35, section 35.5 shall be deemed to be a reference to
section 30293 of this regulation.

(4) Any reference to “Person” in 10 CFR 35 shall be deemed to be a reference to the
term “Person” as defined in section 114985(c) of the Health and Safety Code.

(5) Any reference to “Licensee” in 10 CFR 35 shall be deemed to be a reference to the
term “User” as defined in section 30100 of this regulation.

(6) Any reference to “Byproduct material” in 10 CFR 35 is replaced by the term
“Radioactive Material” as defined in section 30100 of this requlation.

(7) The definition of the term “Agreement State” in 10 CFR 35, section 35.2 is replaced
by the definition of the term “Agreement State” as defined in section 30100 of this requlation.

(8) The definition of the term “Sealed source” in 10 CFR 35, section 35.2 is replaced
by the definition of the term “Sealed source” as defined in section 30100 of this requlation.

(9) The definition of the term “Dentist” in 10 CFR 35, section 35.2 is modified to mean
an individual possessing a current and valid license to practice as a dentist pursuant to the
California Dental Practice Act specified in Business and Professions Code Section 1600 et

Seq.

(10) The definition of the term “Pharmacist” in 10 CFR 35, section 35.2 is modified to
mean an individual possessing a current and valid license to practice as a pharmacist
pursuant to the California Pharmacy Law specified in Business and Professions Code
Section 4000 et seq.

(11) The definition of the term “Podiatrist” in 10 CFR 35, section 35.2 is modified to
mean an individual possessing a current and valid license to practice as a podiatrist pursuant
to California Business and Professions Code sections 2460 et seq.

(12) The definition of the term “Physician” in 10 CFR 35, section 35.2 is modified to
mean an individual possessing a current and valid license to practice as a physician and
surgeon or as an osteopathic physician and surgeon pursuant to the California Medical
Practice Act specified in Business and Professions Code Section 2000 et seq.

(13) The reference to section 19.12 found in 10 CFR 35, section 35.27(b)(1) shall be
deemed to be a reference to section 30255 of this requlation.

(14) The date [effective date of requlation to be inserted by Office of Administrative
Lawl] is substituted for the date October 24, 2002 found in 10 CFR 35, section 35.57(a)(1)
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and (b)(1). Subdivisions (a)(2) and (b)(2) of 10 CFR 35, section 35.57 are substituted with the
following:

(A) “An individual identified as a Radiation Safety Officer, a teletherapy or medical
physicist, or a nuclear pharmacist, or an authorized medical physicist, or an authorized
nuclear pharmacist, and physicians, dentists, or podiatrists identified as authorized users for
the medical use of radioactive material on a license or an NRC or Agreement State license or
a permit issued by a Department, NRC or Agreement State broad scope licensee or NRC
master material license permit or by an NRC master material license permittee of broad
scope before [effective date to be inserted by Office of Administrative Law] need not comply
with the training requirements of 10 CFR 35, sections 35.50, 35.51, or 35.55, and subparts D
through H of 10 CFR 35, respectively.”

(15) Nothing in this incorporation by reference shall be construed to authorize the
Department to approve of specialty boards or medical specialty boards for meeting training
requirements specified in 10 CFR 35.

(eb) For use of multiple quantities of types of radioactive material for research and
development or for processing for distribution:

(2) through (3) No Change to Text.

(éc) For distribution of devices to persons generally licensed under Sections 30192.1 and
30192.6:

(2) through (2) No Change to Text.
Note: Authority cited: Sections 208-and-25811114975, 115000 and 131200, Health and Safety

Code. Reference: Sections-25804,-25802,-25815,25855-and-25876114965, 114970, 115060,
115165, 115235, 131050, 131051 and 131052, Health and Safety Code.
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GROUP 3. STANDARDS FOR PROTECTION AGAINST RADIATION
Article 5. Special Requirements for the Use of Radioactive Material in the Healing Arts

(3) Repeal Section 30321 as follows:

§ 30321. Accountability, Storage, and Transit.

Note: Authority cited: Sections 208 and 25811, Health and Safety Code. Reference: Sections
25801, 25802, 25811, 25815, 25875 and 25876, Health and Safety Code.
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(4) Repeal Section 30321.1 as follows:

§ 30321.1. Confirming Removal of Implants.

Note: Authority cited: Sections 208 and 25811, Health and Safety Code. Reference: Sections
25801, 25802, 25811, 25815, 25875 and 25876, Health and Safety Code; and 10 CFR 35.15(b)
(vi) and (vii) (39 FR 26143 and 43 FR 553467).
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(5) Repeal Section 30322 as follows:

8§ 30322. Records and Reports of Misadministration.

Note: Authority cited: Sections 208 and 25811, Health and Safety Code. Reference: Sections
25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
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